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DECI S| ON ON APPEAL

This is a decision on appeal fromthe exam ner's final
rejection of clains 1 to 6 and 8 to 20, which are all of the

clainms pending in this application.

We AFFI RM- | N- PART.
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BACKGROUND

The appellant's invention relates generally to an
i ntroducer systemfor a lead or catheter enploying a dil ator
and introducer sheath assenbly for dilating a body vessel in
preparation of introducing the |ead or catheter through the
l umen of the introducer sheath that provides for the injection
of radi opaque contrast nedia to observe the cause of an
i npedi ment to advancenent of the assenbly into the vessel
| umen (specification, p. 1). A copy of the clains under

appeal is set forth in the appendi x to the appellant's brief.

The prior art references of record relied upon by the

exam ner in rejecting the appeal ed cl ai ns are:

Lee 5,312, 355 May 17,
1994
Ruggi o 5,476, 450 Dec. 19,
1995

(filed Jan. 5, 1994)

Clainms 15 to 20 stand rejected under 35 U.S.C. § 112,
first paragraph, as containing subject matter which was not

described in the specification in such a way as to reasonably
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convey to one skilled in the relevant art that the appellant,
at the time the application was filed, had possession of the

cl ai med i nventi on.

Clains 1 to 6, 8 to 11 and 14 to 20 stand rejected under

35 U.S.C. 8 102(e) as being anticipated by Ruggio.

Clainms 12 and 13 stand rejected under 35 U.S.C. § 103 as

bei ng unpatentabl e over Ruggio in view of Lee.

Rat her than reiterate the conflicting viewoints advanced
by the exam ner and the appellant regardi ng the above-noted
rejections, we nmake reference to the final rejection (Paper
No. 11, muailed January 23, 1998) and the answer (Paper No. 15,
mai | ed Decenber 7, 1998) for the exam ner's conplete reasoning
in support of the rejections, and to the brief (Paper No. 14,
filed July 23, 1998) for the appellant's argunments

t her eagai nst .

CPI NI ON
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In reaching our decision in this appeal, we have given
careful consideration to the appellant's specification and
clains, to the applied prior art references, and to the
respective positions articulated by the appellant and the
exam ner. As a consequence of our review, we nake the

determ nati ons which foll ow

The witten description rejection
We sustain the rejection of clainms 15 to 20 under 35

US C 8§ 112, first paragraph.

The test for determning conpliance with the witten
description requirenent is whether the disclosure of the
application as originally filed reasonably conveys to the
artisan that the inventor had possession at that tine of the
| ater clainmed subject matter, rather than the presence or
absence of literal support in the specification for the claim

| anguage. See Vas-Cath, Inc. v. Mahurkar, 935 F.2d 1555,

1563-64, 19 USP2d 1111, 1116-17 (Fed. Cir. 1991) and In re
Kasl ow, 707 F.2d 1366, 1375, 217 USPQ 1089, 1096 (Fed. Cr

1983) .
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Claim 15 recites an introducer systemfor dilating a body
vessel conprising, inter alia, a dilator having a first
stiffness and an el ongated introducer sheath having a second
stiffness wherein the second stiffness is less than the first

sti ffness.

The exam ner determned (final rejection, p. 3) that the
recitation in independent claim15 that the second stiffness
is less than the first stiffness (i.e., the stiffness of the
el ongated i ntroducer sheath is I ess than the stiffness of the
dilator) lacked witten description support in the original

application. W agree.

We have reviewed the originally filed disclosure and find
no express disclosure for the above-noted Iimtation of claim
15. In addition to an express disclosure, the witten
description requirenment can be satisfied by showi ng that the
di scl osed subject matter, when given its "necessary and only
reasonabl e construction,"” inherently (i.e., necessarily)

satisfies the limtation in question. See Kennecott Corp. V.

Kyocera Int'l, Inc., 835 F.2d 1419, 1423, 5 USPQ2d 1194, 1198
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(Fed. Gr. 1987), cert. denied, 486 U S. 1008 (1988). Wile

there is an inherent disclosure as to the basic geonetry of
the el ongated i ntroducer sheath and the dilator as shown in
Figures 15-17, it is our view that such inherent geonetry is
insufficient to necessarily suggest that the stiffness of the
el ongated i ntroducer sheath is I ess than the stiffness of the
dilator as set forth in the above-noted Iimtation fromclaim
15. In that regard, we note that a disclosure that nerely
renders the later-clainmed invention obvious is not sufficient
to meet the witten description requirenent; the disclosure
nmust describe the clainmed invention with all its [imtations.

See Tronzo v. Bionet Inc., 156 F.3d 1154, 1158-60, 47 USPQd

1829, 1832-34 (Fed. G r. 1998); Lockwood v. Anerican Airlines,

Inc., 107 F.3d 1565, 1571-72, 41 USPQ2d 1961, 1966 (Fed. Gr

1997); Vas-Cath Inc., 935 F.2d at 1563-64, 19 USPQ2d at 1117;

In re Wnkhaus, 527 F.2d 637, 640, 188 USPQ 129, 131 (CCPA

1975); In re DilLeone, 436 F.2d 1404, 1405, 168 USPQ 592, 593

(CCPA 1971); In re Whnsiedler, 315 F.2d 934, 937, 137 USPQ

336, 339 (CCPA 1963).
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For the reasons set forth above, we find the appellant's
argunent (brief, p. 4) unpersuasive that the original
application and in particular Figures 15 and 17 woul d
reasonably convey to one skilled in the art the above-noted
[imtation fromclaim15. In addition, we note that since
Figures 15 and 17 are not drawn to scale, the original
di scl osure does not support the appellant's characterization
of the introducer sheath as being "relatively thin walled" and
the characterization of the dilator as being "relatively
thick.” In our view, it is not possible to determ ne the
relative wall thickness of the introducer sheath and dil ator.

For the reasons set forth above, the decision of the
exam ner to reject clains 15 to 20 under 35 U S.C. § 112,

first paragraph, is affirned.

The anticipation rejection
W will not sustain the rejection of clains 1 to 6, 8 to

11 and 14 to 20 under 35 U S.C. § 102(e).

A claimis anticipated only if each and every el enent as

set forth in the claimis found, either expressly or
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i nherently described, in a single prior art reference.

Verdegaal Bros. Inc. v. Union Gl Co., 814 F.2d 628, 631, 2

USPQ2d 1051, 1053 (Fed. Cir.), cert. denied, 484 U S. 827

(1987). The inquiry as to whether a reference anticipates a
claimnust focus on what subject matter is enconpassed by the
cl ai m and what subject matter is described by the reference.

As set forth by the court in Kalman v. Kinberly-d ark Corp.

713 F.2d 760, 772, 218 USPQ 781, 789 (Fed. Gr. 1983), cert.

deni ed, 465 U. S. 1026 (1984), it is only necessary for the

clainms to read on' sonething disclosed in the reference,
i.e., all limtations of the claimare found in the reference,

or 'fully net' by it."

Ruggi o di scl oses an apparatus and techni que for
aspirating substances partially or conpletely occluding bl ood
vessel s or chanbers of the heart. The aspirator assenbly
conprises a catheter assenbly and a suction nenber for
aspi rating substances through the catheter. The catheter
assenbly conprises a catheter which travels over a guidewre.

Exenpl ary suction nenbers used for aspirating include a
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syringe or a vacuumreservoir. The nmethod of treating the

i ntravascul ar site conprises the steps

of advancing a catheter assenbly through a patient's

vascul ature until a distal end of the catheter assenbly
reaches an area close to the site, and aspirating occl uding
substances in the vicinity of the site through the distal end
of the catheter assenbly. The nethod may al so include the
addi ti onal steps of introducing nedication through the
catheter, and pulverizing the occlusion or any of its residue,

prior to aspirating the occludi ng substances.

Ruggi o teaches (colum 7, line 20, to colum 8, line 31)

[i]n treating pul nonary enbolism access to the main
pul nonary arteries 88, 90 is generally made through the
right or left fenoral vein 80, 82 located in either the
right or the left thigh 92, 94, as shown in FIG 3. A
Cook needle (not shown) is first used to puncture the
vein 80 or 82. The Cook needle is commercially avail abl e
from Cook Incorporated in Bloom ngton, Ind. In one
enbodi ment, a conventional J-tipped guidewire (not shown)
is then inserted into the needle into the artery or vein.
The needl e is then renoved.

Next, a conventional sheath assenbly (not shown)
conprising a dilator and a sheath, is advanced over the
J-tipped guidewire and inserted into the vein 80 or 82.
As is known, such conventional sheath assenblies are
generally equi pped with a side armfor flushing. Once the
sheath assenbly is in place, the J-tipped guidew re and
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the dilator are renoved and the sheath assenbly is
flushed with saline solution through the side arm of the
sheat h assenbly. An appropriate catheter assenbly 12, for
exanple, a catheter 22 with a J-tipped guidewire 24 (see
FIG 1) or a straight tip guidewire (not shown), is then
advanced t hrough the sheath to the intravascular site or
heart chanber under exam nation. The tip of the guidewre
24 is always advanced ahead of the el ongated tube portion
26 of the catheter 22, to mnimze any risk of danage to
the walls of the blood vessel. In one enbodi nent, the
catheter 22 may be advanced through the sheath to the

i ntravascul ar site or heart chanber w thout the use of a
guidewire 24. An exenplary catheter for such use is a
conventional nmnultipurpose catheter or a balloon-tipped
cat heter.

As depicted in FIGS. 1 and 3, to reach the main
pul monary arteries 88, 90, the catheter assenbly 12 is
first advanced up the fenoral vein 80 or 82, with the
connector 28 of the catheter assenbly 12 remaining
outside the vein 80 or 82. The catheter assenbly 12 is
t hen connected to the manifold 14 and the catheter
assenbly 12 is flushed vigorously. To flush the catheter
assenbly 12, the control valve 42, 44 or 46 regulating
the flow of saline solution is opened. The required
anmount of saline is drawn into the syringe 18. Next, the
valve 42, 44 or 46 is closed and the saline may then be
injected into the vessel or chanber under treatnent.
Medi cation may al so may adm nistered in the same manner

Under pressure nonitoring and/ or fluoroscopic
gui dance, the catheter assenbly 12 is advanced through
the right or left common iliac 96 or 98 and the inferior
vena cava 100, into the right atrium 102. The catheter
assenbly 12 is then advanced through the tricuspid val ve
(not shown) into the right ventricle 104, up the
pul monary trunk 106, and henceforth into the right or
left main pul nonary artery 88 or 90. Once the catheter
assenbly 12 reaches the pul nonary trunk 106, or the
cardi ac chanmbers 102, 104, a radi opaque contrast agent
may be injected through the connector 28 of the catheter
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22, to facilitate fluoroscopic guidance of the catheter
assenbly 12 into the pul nonary artery 88 or 90. Typica
contrast agents used include ionic contrast agents such
as Renograffin or MD 76, or nonionic contrast agents such
as Optiray or Hexabrix. Renograffin is comrercially
avai |l abl e through Bristol-Mers Squi bb D agnostics in
Princeton, N.J. MD 76, Optiray and Hexabrix are al
commercially available from Mallinckrodt |Incorporated in
St. Louis, M.

Sel ective injection of the radi ographic contrast
agent into the cardiac chanbers 102, 104, pul nonary trunk
106 or pul nonary vessels 88, 90, 108, 110 facilitates
contrast radiographic inspection of the vessel, which in
turn permts the placenment of the catheter assenbly 12
into the intravascular site of interest. A contrast agent
is also injected into the site under exam nation during
recordi ng of radi ographic i mages. Each vessel is usually
viewed in several projections, to permt assessnent of
severity of stenosis or occlusive enboli and to mnimze
overlap of adjacent vessels. Injecting the contrast agent
into the pulnonary systemalso facilitates the | ocation
of occlusions such as clots in the pul nobnary vessels 108,
110.

Under fluoroscopic guidance, the catheter assenbly
12 is advanced to the occluded pul nonary artery. Next,
the guidewire 24 may be withdrawn fromthe catheter
assenbly 12 and treatnent of the intravascular site in
accordance with the present invention begins. The
guidewire 24 may, however, be left in place during
treat nent.

Ruggi o further teaches that the catheter assenbly 12 is
conventional, and conprises a catheter 22 which travels over a

steerable guidewire 24, as is known in the art. The catheter
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22 conprises an elongated, flexible tube 26 attached to a
connector 28 (see Figures 1, 4 and 5). As shown in Figure 4,
the el ongated fl exible tube portion 26 of catheter 22 is
positioned close to an occlusion 120 in the pul nonary vessel
122 once the position of the occlusion 120 is determned. A

t hronbol ytic agent is then adm nistered to the occl usion 120,
as depicted by arrows

124 through the tube 26 of catheter 22 via one of the
T-connectors 36, 38 or 40 of the manifold 14 (see Figure 1).

I f the thronbol ytic agent acts sufficiently to break the
occlusion 120 into small enough pieces, the residue 126 of the
occlusion 120 is aspirated i medi ately by neans of a syringe
18 or a vacuumreservoir, as depicted by the arrows 140 shown
in Figure 5. Aspiration of the residue 126 is acconplished by
first placing the tip of the el ongated tube 26 of catheter 22
close to the residue 126 of the occlusion 120 under

fl uoroscopi ¢ gui dance. Next, the plunger 52 of the syringe 18
is drawn backwards (see Figure 1), which creates a pressure
difference to draw the residue 126 of the occlusion 120 into
the syringe 18. \Wen the occlusion 120 or its residue 126 has

been renoved, the tube 26 of catheter 22 may be advanced under
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fl uoroscopi ¢ gui dance to vessels downstream so that
occlusions 121 further downstream nay be simlarly renoved.

I f the thronbol ytic agent does not break the occlusion 120
into sufficiently small pieces for imrediate aspiration

t hrough the catheter 22, the guidewire 24 in the catheter
assenbly 12 is used to nmanually pul verize the occlusion 120 or
its residual pieces 126 into particles snmall enough to be
aspirated, as shown in Figures 4 and 5. The catheter assenbly
12 may first be disconnected fromthe manifold 14 prior to
performng this procedure. |f the guidewire 24 has been
renmoved during an earlier part of the procedure, it nay be
reintroduced into the catheter 22 so that pulverization of the
occlusion 120 may be perfornmed. Wen the residue 126 has been
pul veri zed into particles small enough to pass through the
catheter 22, the plunger 52 of the syringe 18 is drawn
backwards, drawi ng the residue 126 of the occlusion 120 into
the syringe 18. Wen contrast radiographic inspection
indicates that there is no evidence of any remaining residual

occlusions 126, the catheter 22 is renoved.
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Ruggi o further discloses with reference to Figure 6, an
i nproved aspirator assenbly 210 conprises a catheter assenbly
212 connected to a y-connector 214 at the distal end 216 of
t he y-connector 214, a connector assenbly 218 connected to the
proxi mal end 220 of the y-connector 214 and an evacuati on
nodul e 222 which is connected to the proxi nal end 224 of the
connector assenbly 218. The aspirator assenbly 210 further
conprises an infusion assenbly 226 which is connected to a
side arm 228 of the y-connector 214. The catheter assenbly
212 conprises a catheter 236 which travels over a steerable
guidewire 238. The catheter 236 conprises an el ongat ed,
flexi ble tube 240 attached to a connector 242. Preferably,
and as illustrated in Figure 8a, the elongated tube 240
defines a first lumen 244 (for the guidewire 238) and a second
lumen 246 (for aspiration of occlusions and for introducing
various fluids such as saline, which is used for flushing the
catheter 22; a radi opaque contrast agent, which is used to
determ ne the patency of the vessel or chanber under
fl uoroscopi c exam nation, or for providing fluoroscopic
gui dance of the catheterization process; or any nedication

requi red), which are separated by a partition 248. In this
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enbodi nent, the first lunmen 244 has a smaller cross-sectional
area than the

second lumen 246. In addition, Ruggio teaches (colum 11,
lines 34-37) that "the tip of the catheter 236 may be
configured in a variety of shapes, depending on the intended
application. The catheter 236 may have a straight tip, an

angled tip or a pig-tail tip, as is known in the art."”

Clains 1 to 6, 8 to 11 and 15 to 20 recite an introducer
system conprising, inter alia, a dilator and an el ongated
i ntroducer sheath. Cainms 1 to 6 and 15 to 20 also recite
means integrally formed with the dilator for introducing
contrast media adjacent the distal end of the dilator. C ains
8 to 11 also recite a contrast injection lunmen fornmed in the
dilator body isolated fromthe guide wire |unmen and
termnating in an injection port in the distal end of the
dilator. Caim1l14 recites a nethod of introducing an
i ntroducer sheath into a body including the steps of providing

an introducer sheath and providing a dilator having a guide
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wire lumen and a contrast nedia injection lunmen termnating in

an injection port in the distal end of the dilator.

It is the position of the exam ner (final rejection, pp.
4-5; answer, pp. 4-6) that the clained "dilator"” is readable
on Ruggio's catheter (22, 236). It is the position of the
appel lant (brief, pp. 4-6) that the clained "dilator" is not
readabl e on Ruggio's catheter (22, 236). W agree with the
appellant. In our view one of ordinary skill in the art would
not regard Ruggi o's catheter (22, 236) as being "a dilator."
We reach this conclusion based on (1) Ruggio's own teaching
(colum 7, lines 29-40) that a conventional dilator and a
sheath are advanced over a J-tipped guidewire inserted into a
vein, thereafter the dilator is renoved, and then an
appropriate catheter is advanced through the sheath to the
i ntravascul ar site or heart chanber under exam nation; and (2)
the appellant's argunent that "a dilator is not a catheter™
since a dilator is rigid while a catheter is flexible. Thus,
it is our determnation that the clainmed "dilator" is not

readabl e on Ruggi o's catheter (22, 236) since Ruggio's
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catheter (22, 236) includes the elongated flexible tube (26,

240).

For the reasons set forth above, the clained dilator is
not readable on Ruggio's catheter. Accordingly, the decision
of the examner to reject clainms 1 to 6, 8 to 11 and 14 to 20
under

35 U.S.C. 8 102(e) is reversed.

The obvi ousness rejection

We have reviewed the reference to Lee applied in the
35 U S.C 8 103 rejection of clainms 12 and 13 but find nothing
t herein which makes up for the deficiency of Ruggi o di scussed
above.! Accordingly, the decision of the exam ner to reject

clainse 12 and 13 under 35 U.S.C. 8 103 is reversed.

CONCLUSI ON

' Cdains 12 and 13 recite an introducer system conpri sing,
inter alia, a dilator, an elongated introducer sheath and
means integrally formed with the dilator for introducing
contrast medi a adjacent the distal end of the dilator.
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To summarize, the decision of the examner to reject
clainms 15 to 20 under 35 U.S.C. § 112, first paragraph, is
affirmed; the decision of the examner to reject clains 1 to
6, 8 to 11 and 14 to 20 under 35 U. S.C. 8§ 102(e) is reversed;
and the decision of the examner to reject clains 12 and 13

under 35 U.S.C. § 103 is reversed.
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No tinme period for taking any subsequent action in
connection with this appeal may be extended under 37 CFR
8§ 1.136(a).

AFFI RVED- | N- PART

HARRI SON E. McCANDLI SH )
Seni or Adm nistrative Patent Judge

)

BOARD OF PATENT

NEAL E. ABRANMS APPEALS
Adm ni strative Patent Judge AND
| NTERFERENCES

JEFFREY V. NASE
Adm ni strative Patent Judge
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